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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

- ,f NO period for reply is specified ABANDONED (35 U.S.C. § 1 33). 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K) Responsive to communication(s) filed on ?5 February 2002 . 
2a)Q This action is FINAL. 2b® This action is non-final. 

3) D Since this application is in condition for allowance except ^OGW * 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) g] Claim(s) 1-9 and 11-18 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) |3 Claim(s) 9 is/are allowed. 

6) E3 Claim(s) 1-3^, 11-15.17 and 18 is/are rejected. 

7) H Claim(s) 4 and 16 is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) EI The drawing(s) filed nn ' 14 April 2000 is/are: a)EI accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction f.led on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) KI Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)KlAII b)D Some*c)D None of: 

1 .(3 Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 1 7.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

l-l k, , * D«fa»«ro« ritPrt /ptd mi\ 4) □ Interview Summary (PTO-413) Paper No(s). . 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) U Other. 
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DETAILED ACTION 
Continued Examination Under 37 CFR LI 14 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on January 25, 2002 has been entered. New claims 
17 and 18 were added. Claims 1-9 and 11-18 are pending in the instant application. 

The rejection of claim 16 under 35 U.S.C. 103(a) as being unpatentable over Evans et al 
(US Patent 5,298,429, IDS reference) has been withdrawn in view of the arguments presented by 
the Applicants in the Response filed January 25, 2002. 

Claim Objections 

Claims 17 and 18 are objected to because of the following informalities: Both claims 
appear to be missing a word "said" in line 5. This objection may be overcome by amending both 
claims 1 7 and 1 8 to recite ". . .wherein said transcription. . .in line 5. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 18 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 8 recites the phrase ". . .at least one inert nucleotide. . ." in part (a), line 9. It is 
unclear what part of the transcription control region the inert nucleotide is part of, the promoter 

or the recognition sequence. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) .he invention was patented or described in a printed publication in this or a ^ign countty or in public use or on 
sale in this country, more than one year prior to the date of applicat.on for patent .n the United States. 

Claims 1-3, 5-8, 1 1-15 and 17 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by Evans et al. (US Patent 5,298,429: IDS reference). This rejection is maintained for 
reasons made of record in the previous Office Action mailed on January 3, 2001 and in the Final 
Rejection mailed on September 25, 2001 . Evans et al, teaches a mammalian cell containing non- 
endogenous DNA which expresses a hormone receptor (said receptor can be an intranuclear 
hormone receptor, estrogen receptor, androgen receptor and/or a thyroid hormone receptor) and a 
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DNA sequence which expresses a hormone response element operatively linked to a reporter 
gene sequence. The test cell of Evans et al. is made by introducing into said cell plasmids which 
contain the non-endogenous DNA sequences and selection marker gene sequences for 
propagation of the plasmids in the test cells. The non-endogenous DNA sequences are eukaryotic 
sequences which are known in the art to have TATA 

box promoter sequences. The test cells are employed in a method for determining whether a 
substance is a hormone receptor agonist or a hormone receptor antagonist. The test cells are 
cultured in the presence of the substance and the expression of the reporter gene is monitored to 
assess transcription activity. The test cells with reagents for making and using the test cells can 
be contained in a kit. The elements in claims 1, 2, 5-8 and 10-15 read on the test cells and 
bioassay of Evans et al. (see entire document). 

Applicants' arguments presented on pages 5-7 of the Response filed on January 25, 2002 
have been carefully considered but have not been found to be persuasive. Applicants argue that 
Evans et al. fails to describe or suggest a cell securely maintaining a DNA comprising in a 
molecule a selective marker gene and a reporter gene. However, Evans et al. describes an assay 
(see column 34) wherein the reporter gene and the selective marker gene are comprised together 
within a molecule. Figure 11-1 illustrates this assay wherein the CAT reporter gene is located 
within the same plasmid molecule as the amp selective marker gene. Applicants argue further 
that Evans et al. fails to provide any specific description of the reporter gene or selective marker 
gene to determine the condition of the reporter gene relative to the selective marker gene. 
Applicants cite example II.F. (d) from Evans et al. (columns 42-43) wherein pMTVCAT is 
introduced into a CV-1 cell. According to Applicants, the disclosure of Evans et al. fails to 
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describe or suggest that the selective marker and the reporter gene are in a molecule before the 
introduction of pMTVCAT into the CV-1 cell and thus due to the lack of description it 
intuitively follows that Evans et al fails to describe the pMTVCAT after the introduction into 
the CV-1 cell. Based on this example Applicants assert that one of ordinary skill in the art would 
not be able to determine the condition of the reporter gene relative to the selection marker gene 
in the test cell and would not be convinced that the selective marker gene and the reporter gene 
are together in a molecule as is required in the instant invention. However as is shown by the 
assay described in Figure 11-1 Evans et al does disclose that a reporter gene and a selective 
marker gene can be present within the same molecule (plasmid). Additionally the reporter 
plasmids used in the bioassays described by Evans et al (column 18, lines 16-20) carry a 
selectable marker gene such as amp. Thus one of skill in the art would be convinced that the 
reporter gene and the selective marker gene are together in a molecule. 

For the reasons above and the reasons made of record in the previous Office Action 
mailed on January 3, 2001 and in the Final Rejection mailed on September 25, 2001, the 
rejection of claims 1-3, 5-8, 11-15 and 17 under 35 U.S.C. 102(b) is maintained. 



Conclusion 

Claim 9 is allowable. Claims 1-3, 5-8, 1 1-15, 17 and 18 are rejected. Claims 4 and 16 are 
objected to as being dependent upon rejected base claims but would be allowable if rewritten in 
independent form including all of the limitations of the base claims and any intervening claims. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Katharine F. Davis whose telephone number is (703) 605-1 195 
with direct desktop RightFax (703) 746-5 199. The examiner can normally be reached on 
Monday-Friday (8:30am-5:00pm). If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Remy Yucel can be reached on (703) 305-1998. The 
fax phone numbers for the organization where this application or proceeding is assigned are 
(703) 308-4242 for regular communications and (703) 305-1935 for After Final communications. 
Any inquiry of a general nature or any inquiry concerning the formalities of this application 
should be directed to Patent Analyst Tracey Johnson whose telephone number is (703) 305-2982. 

Katharine F. Davis 
March 9, 2002 
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